All registrants who fit and di spense hearing instruments are required by
the Texas COccupations Code 8401.403(b)(3) and 8401.404 to conply with
these federal regul ations.
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TI TLE 21--FOOD AND DRUGS

CHAPTER | - - FOOD AND DRUG ADM NI STRATI ON, DEPARTMENT OF HEALTH AND HUMAN
SERVI CES- - ( Cont i nued)

PART 801--LABELI NG - Tabl e of Contents
Subpart H--Special Requirenments for Specific Devices
Sec. 801.420 Hearing aid devices; professional and patient |abeling.

(a) Definitions for the purposes of this section and Sec. 801.421
(1) Hearing aid neans any wearable instrunment or device designed for,
of fered for the purpose of, or represented as aiding persons with or
conpensating for, inpaired hearing.

(2) Ear specialist means any licensed physician who specializes in
di seases of the ear and is nedically trained to identify the synptons of
deafness in the context of the total health of the patient, and is
qualified by special training to diagnose and treat hearing |oss. Such
physi ci ans are al so known as otol aryngol ogi sts, otol ogists, and
ot or hi nol aryngol ogi sts.

(3) Dispenser nmeans any person, partnership, corporation, or
associ ati on engaged in the sale, |ease, or rental of hearing aids to any
menber of the consuming public or any enpl oyee, agent, sales person
and/ or representative of such a person, partnership, corporation, or
associ ation.

(4) Audiol ogi st neans any person qualified by training and
experience to specialize in the evaluation and rehabilitation of
i ndi vi dual s whose comuni cati on di sorders center in whole or in part in
the hearing function. In sone states audi ol ogists nust satisfy specific
requi renents for |icensure.

(5) Sale or purchase includes any |ease or rental of a hearing aid
to a member of the consuming public who is a user or prospective user of
a hearing aid.

(6) Used hearing aid nmeans any hearing aid that has been worn for
any period of tinme by a user. However, a hearing aid shall not be
considered " “used'' nerely because it has been worn by a prospective
user as a part of a bona fide hearing aid evaluation conducted to
deternmi ne whether to select that particular hearing aid for that
prospective user, if such evaluation has been conducted in the presence
of the dispenser or a hearing aid health professional selected by the
di spenser to assist the buyer in making such a determ nation

(b) Label requirements for hearing aids. Hearing aids shall be



clearly and permanently nmarked with:

(1) The nanme of the manufacturer or distributor, the nodel nane or
nunber, the serial nunber, and the year of manufacture.

(2) A "+ synbol to indicate the positive connection for battery
insertion, unless it is physically inpossible to insert the battery in
the reversed position.

(c) Labeling requirenents for hearing aids--(1) General. Al
| abeling information required by this paragraph shall be included in a
User Instructional Brochure that shall be devel oped by the nanufacturer
or distributor, shall acconpany the hearing aid, and shall be provided
to the prospective user by the dispenser of the hearing aid in
accordance with Sec. 801.421(c). The User Instructional Brochure
acconpanyi ng each hearing aid shall contain the follow ng informtion
and instructions for use, to the extent applicable to the particular
requi renents and characteristics of the hearing aid:

(i) Anillustration(s) of the hearing aid, indicating operating
controls, user adjustnents, and battery conpartnent.

(ii) I'nformation on the function of all controls intended for user
adj ust ment .

(iii) A description of any accessory that may acconpany the hearing
aid, e.g., accessories for use with a television or telephone.

(iv) Specific instructions for

[[ Page 28]]

(a) Use of the hearing aid.

(b) Maintenance and care of the hearing aid, including the procedure
to follow in washing the earnold, when replacing tubing on those hearing
aids that use tubing, and in storing the hearing aid when it will not be
used for an extended period of tine.

(c) Replacing or recharging the batteries, including a generic
desi gnation of replacenent batteries.

(v) Information on how and where to obtain repair service, including
at | east one specific address where the user can go, or send the hearing
aid to, to obtain such repair service

(vi) A description of commonly occurring avoi dabl e conditions that
could adversely affect or danage the hearing aid, such as dropping,

i mersing, or exposing the hearing aid to excessive heat.

(vii) ldentification of any known side effects associated with the
use of a hearing aid that may warrant consultation with a physician
e.g., skinirritation and accel erated accunul ati on of cerunmen (ear wax).

(viii) A statement that a hearing aid will not restore nornal
hearing and will not prevent or inprove a hearing inpairnment resulting
from organic conditions.

(ix) A statenment that in nost cases infrequent use of a hearing aid
does not permt a user to attain full benefit fromit.

(x) A statenment that the use of a hearing aid is only part of
hearing habilitation and may need to be supplenented by auditory
training and instruction in |lipreading.

(xi) The warning statenment required by paragraph (c)(2) of this
secti on.

(xii) The notice for prospective hearing aid users required by
paragraph (c)(3) of this section.

(xiii) The technical data required by paragraph (c)(4) of this
section, unless such data is provided in separate |abeling acconpanying
t he devi ce.

(2) warning statenent. The User Instructional Brochure shall contain



the foll owi ng warni ng statenent
Warning to Hearing Aid Dispensers

A hearing aid dispenser should advise a prospective hearing aid user
to consult pronptly with a |licensed physician (preferably an ear
speci alist) before dispensing a hearing aid if the hearing aid dispenser
determ nes through inquiry, actual observation, or review of any other
avail abl e informati on concerning the prospective user, that the
prospective user has any of the follow ng conditions:

(i) Visible congenital or traumatic defornmity of the ear

(ii) History of active drainage fromthe ear within the previous 90
days.

(iii) History of sudden or rapidly progressive hearing loss within
the previous 90 days.

(iv) Acute or chronic dizziness.

(v) Unilateral hearing | oss of sudden or recent onset within the
previ ous 90 days.

(vi) Audionetric air-bone gap equal to or greater than 15 decibels
at 500 hertz (Hz), 1,000 Hz, and 2,000 Hz.

(vii) Visible evidence of significant cerumen accunul ation or a
foreign body in the ear canal

(viii) Pain or disconfort in the ear.

Speci al care should be exercised in selecting and fitting a hearing
ai d whose maxi mum sound pressure |evel exceeds 132 deci bels because
there may be risk of inpairing the renmining hearing of the hearing aid
user. (This provision is required only for those hearing aids with a
maxi mum sound pressure capability greater than 132 decibels (dB).)

(3) Notice for prospective hearing aid users. The User Instructiona
Brochure shall contain the follow ng notice:

I nportant Notice for Prospective Hearing Aid Users

Good health practice requires that a person with a hearing | oss have
a nmedical evaluation by a |icensed physician (preferably a physician who
speci alizes in diseases of the ear) before purchasing a hearing aid.

Li censed physici ans who specialize in diseases of the ear are often
referred to as otol aryngol ogi sts, otol ogists or otorhinolaryngol ogi sts.
The purpose of nedical evaluation is to assure that all nedically
treatabl e conditions that may affect hearing are identified and treated
before the hearing aid is purchased.

Fol l owi ng the nedical evaluation, the physician will give you a
written statenment that states that your hearing | oss has been nedically
eval uated and that you may be considered a candidate for a hearing aid.
The physician will refer you to an audi ol ogist or a hearing aid
di spenser, as appropriate, for a hearing aid evaluation

The audi ol ogi st or hearing aid dispenser will conduct a hearing aid
eval uation to assess your ability to hear with and wi thout a hearing
aid. The hearing aid evaluation will enable the audiol ogi st or dispenser
to select and fit a hearing aid to your individual needs.
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If you have reservations about your ability to adapt to

anplification, you should inquire about the availability of a trial-
rental or purchase-option program Many hearing aid di spensers now offer



programs that permit you to wear a hearing aid for a period of tinme for
a nom nal fee after which you nay decide if you want to purchase the
heari ng aid.

Federal law restricts the sale of hearing aids to those individuals
who have obtained a nedical evaluation froma |icensed physician
Federal law permits a fully informed adult to sign a waiver statenent
declining the nmedical evaluation for religious or personal beliefs that
preclude consultation with a physician. The exercise of such a waiver is
not in your best health interest and its use is strongly discouraged.

children with hearing | oss

In addition to seeing a physician for a nedical evaluation, a child
with a hearing |l oss should be directed to an audi ol ogi st for eval uation
and rehabilitation since hearing |oss may cause problens in | anguage
devel opnent and the educational and social growmh of a child. An
audiologist is qualified by training and experience to assist in the
eval uation and rehabilitation of a child with a hearing | oss.

(4) Technical data. Technical data useful in selecting, fitting, and
checking the performance of a hearing aid shall be provided in the User
I nstructional Brochure or in separate |abeling that acconpanies the
device. The determ nation of technical data values for the hearing aid
| abeling shall be conducted in accordance with the test procedures of
the American National Standard "~ Specification of Hearing Aid
Characteristics,'' ANSI S3.22-1996 (ASA 70-1996) (Revision of ANSI
S3.22-1987), which is incorporated by reference in accordance with 5
U S.C. 552(a) and 1 CFR part 51. Copies are available fromthe Standards
Secretariat of the Acoustical Society of America, 120 Wall St., New
Yor k, NY 10005-3993, or are available for inspection at the Regul ations
Staff, CDRH (HFZ-215), FDA, 1350 Piccard Dr., rm 240, Rockville, M
20850, and at the O fice of the Federal Register, 800 North Capitol St.
NW, Suite 700, Washington, DC. As a mininmum the User Instructiona
Brochure or such other | abeling shall include the appropriate val ues or
information for the follow ng technical data el enents as these el enents
are defined or used in such standard:

(i) Saturation output curve (SSPL 90 curve).

(ii) Frequency response curve.

(iii) Average saturation output (HF-Average SSPL 90).

(iv) Average full-on gain (HF- Average full-on gain).

(v) Reference test gain.

(vi) Frequency range.

(vii) Total harnonic distortion

(viii) Equival ent input noise.

(ix) Battery current drain.

(x) Induction coil sensitivity (tel ephone coil aids only).

(xi) Input-output curve (ACG aids only).

(xii) Attack and release tinmes (ACG aids only).

(5) Statenment if hearing aid is used or rebuilt. If a hearing aid
has been used or rebuilt, this fact shall be declared on the container
in which the hearing aid is packaged and on a tag that is physically
attached to such hearing aid. Such fact may al so be stated in the User
I nstructional Brochure.

(6) Statenments in User Instructional Brochure other than those
required. A User Instructional Brochure nmay contain statenents or
illustrations in addition to those required by paragraph (c) of this
section if the additional statenents:



(i) Are not false or misleading in any particular, e.g., dininishing
the inmpact of the required statements; and

(ii) Are not prohibited by this chapter or by regulations of the
Federal Trade Commi ssi on.

(d) Subnission of all |abeling for each type of hearing aid. Any
manufacturer of a hearing aid described in paragraph (a) of this section
shall submit to the Food and Drug Administration, Bureau of Mdica
Devi ces and Di agnostic Products, Division of Conpliance, HFK-116, 8757
Georgia Ave., Silver Spring, M 20910, a copy of the User Instructiona
Brochure described in paragraph (c) of this section and all other
| abeling for each type of hearing aid on or before August 15, 1977.

[42 FR 9294, Feb. 15, 1977, as anended at 47 FR 9398, Mar. 5, 1982; 50
FR 30154, July 24, 1985: 54 FR 52396, Dec. 21, 1989; 64 FR 59620, Nov.
3, 1999]
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CHAPTER | - - FOOD AND DRUG ADM NI STRATI ON, DEPARTMENT OF HEALTH AND HUMAN
SERVI CES- - ( Cont i nued)

PART 801--LABELI NG - Tabl e of Contents
Subpart H--Special Requirenents for Specific Devices
Sec. 801.421 Hearing aid devices; conditions for sale.

(a) Medical evaluation requirenents--(1) General. Except as provided
in paragraph (a)(2) of this section, a hearing aid dispenser shall not
sell a hearing aid unless the prospective user has presented to the
hearing aid dispenser a witten statenent signed by a |licensed physician
that states that the patient's hearing | oss has been nedically eval uated
and the patient may be considered a candidate for a hearing aid. The
medi cal eval uati on nust have taken place within the preceding 6 nonths.

(2) Waiver to the nedical evaluation requirenments. If the
prospective hearing aid user is 18 years of age or ol der, the hearing
ai d dispenser may afford the prospective user an opportunity to waive
the nmedi cal eval uation requirement of paragraph (a)(1l) of this section
provi ded that the hearing aid di spenser

(i) Inforns the prospective user that the exercise of the waiver is
not in the user's best health interest;

(ii) Does not in any way actively encourage the prospective user to
wai ve such a nedical evaluation; and

(iii) Affords the prospective user the opportunity to sign the
foll owi ng statement:

| have been advi sed by (Hearing aid dispenser's
nane) that the Food and Drug Admi nistration has determ ned that ny best
health interest would be served if | had a medical evaluation by a
i censed physician (preferably a physician who specializes in diseases
of the ear) before purchasing a hearing aid. | do not wish a nedica
eval uati on before purchasing a hearing aid.

(b) Opportunity to review User Instructional Brochure. Before
signing any statenment under paragraph (a)(2)(iii) of this section and
before the sale of a hearing aid to a prospective user, the hearing aid
di spenser shal l

(1) Provide the prospective user a copy of the User Instructiona
Brochure for a hearing aid that has been, or may be selected for the
prospective user;

(2) Review the content of the User Instructional Brochure with the
prospective user orally, or in the predoninate nethod of conmunication
used during the sale;

(3) Afford the prospective user an opportunity to read the User
I nstructional Brochure.



(c) Availability of User Instructional Brochure. (1) Upon request by
an individual who is considering purchase of a hearing aid, a dispenser
shall, with respect to any hearing aid that he di spenses, provide a copy
of the User Instructional Brochure for the hearing aid or the nanme and
address of the manufacturer or distributor fromwhoma User
Instructional Brochure for the hearing aid may be obtai ned.

(2) In addition to assuring that a User Instructional Brochure
acconpani es each hearing aid, a manufacturer or distributor shall with
respect to any hearing aid that he manufactures or distributes:

(i) Provide sufficient copies of the User Instructional Brochure to
sellers for distribution to users and prospective users;

(ii) Provide a copy of the User Instructional Brochure to any
hearing aid professional, user, or prospective user who requests a copy
in witing.

(d) Recordkeeping. The di spenser shall retain for 3 years after the
di spensing of a hearing aid a copy of any witten statenent froma
physi ci an required under paragraph (a)(1) of this section or any witten
st at ement wai vi ng nedi cal eval uation required under paragraph
(a)(2)(iii) of this section.

(e) Exenption for group auditory trainers. Goup auditory trainers,
defined as a group anplification system purchased by a qualified schoo
or institution for the purpose of comrunicating with and educating
i ndividuals with hearing inpairnments, are exenpt fromthe requirenents
of this section.

[42 FR 9296, Feb. 15, 1977]



